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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 Responsive to communication(s) filed on 16 April 2001 . 
2a)D This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) S Claim(s) 1-18 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)[x] None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. ^3 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Claim Rejections - 35 USC § 112 
Claims 1-18 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

i) The definition of "B" is indefinite because the metes and bounds of the "cyclic hydrocarbon 
group which may have substituent(s)" is not known. It is not known whether "cyclic 
hydrocarbon group" is saturated, partially unsaturated or fully unsaturated. Is it a monocyclic 
ring or polycyclic? How many rings are present and what kind of a ring is it (bridged, spiro, 
etc.)? What size ring is intended (number of atoms)? The term "substituted" without saying 
which substituents are intended is indefinite. One skilled in the art cannot say which substituents 
are permitted and which ones are not. 

ii) In the definition of R 1 , the nature of the hydrocarbon is not known. Are only alkyls intended 
or is more intended? The term "heterocyclic" is indefinite because it is not known how many 
atoms make up the ring, which atoms are present and what kind of a ring (monocyclic, bicyclic, 
spiro, fused, bridged, saturated, etc.) is intended. What kind of an acyl group is intended? Are 
only alkanoyls intended or are acyl groups from phosphoric, sulfuric, etc. acids also intended? 
The substituents are unknown. 

iii) In R , the substituents on the amino group are unknown. 

iv) In "D" one cannot say which divalent group is intended. 

v) In "E", the definition of R a and R b is indefinite because the metes and bounds of the 
hydrocarbon group and the substituents are not known. 

vi) In "G" and "L", the "divalent group" is unknown. 
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vii) The definition of "A", "X" and "Y" as a "substituent" is indefinite because one cannot say 
what it may or may not be. 

viii) It is unclear what kind of a ring is formed by R 2 and an atom on ring B. How many atoms 
make up the ring, which atoms are present and what kind of a ring (monocyclic, bicyclic, spiro, 
fused, bridged, saturated, etc.) is intended? 

ix) In claim 11 it is not known what the prodrug looks like. 

x) Claims 13-16 are not presented as proper pharmaceutical composition claims because a 
carrier is missing. Claims 13-16 are duplicates as they each depend on claim 1. Different 
intended uses are given no material weight in such claims. Note In re Tuominen 213 USPQ 89. 

Claim 18 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
enablement requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention. This claim would read on 
regulating somatostatin receptor function in vitro, regulating somatostatin receptor function in 
mammals with normal somatostatin receptor function or in asymptomatic mammals with up- 
regulated somatostatin receptor function. The specification fails to teach any benefit to be 
gained from such actions. Is extensive experimentation required on the part of a potential 
infringer to determine if his use of Applicants' regulator falls within the limitations of applicants 1 
claim? In re Kirk and Petrow, 153 USPQ 48 (CCPA 1967). As the Supreme Court said in 
Brenner v. Manson, 148 USPQ at 696: "a patent is not a hunting license. It is not a reward for 
the search, but compensation for its successful conclusion." As U.S. Court of Customs and 
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Patent Appeals stated In reDiedrich 138 USPQ at 130, quoting with approval from the decision 
of the board: "We do not believe that it was the intention of the statutes to require the Patent 
Office, the courts, or the public to play the sort of guessing game that might be involved if an 
applicant could satisfy the requirements of the statutes by indicating the usefulness of a claimed 
compound in terms of possible use so general as to be meaningless and then, after his research or 
that of his competitors has definitely ascertained an actual use for the compound, adducing 
evidence intended to show that a particular specific use would have been obvious to men skilled 
in the particular art to which this use relates." 

Claim 18 provides for the use of a compound, but, since the claim does not set forth any 
steps involved in the method/process, it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

Claim 18 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, results in an improper definition of a process, i.e., 
results in a claim which is not a proper process claim under 35 U.S.C. 101 . See for example Ex 
parte DunkU 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle, Ph.D. whose telephone number is 571-272-0668. 
The examiner can normally be reached on 9:30-6:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund J. Shah can be reached on 571-272-0674. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 




Bruck Kifle, Ph.D. 
Primary. Examiner 
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